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Marketing Exclusivity and Patent Provisions for Certain Antibiotic Drugs 3 

kdkrenw is made to rhc FDA’s proposed rule published in rhe PcderaJ IIegi& of . . -. 
Janu~y 24,20OU, to cxempL marketing appIicetions for certain antibiotic drug products’~om the 
re WJaholy provisions govw~iny marketing exclusivily. The proposal would apply to marketing 
appficatiol 

L 
s for drug products contqining an antibiotic drug that was sut~jw~ of a marketing 

applioatiw r cived by the FDA before November 21, 1997, the effective date of the Food and 
Drug Administrati4pM_ode*nizalion Act of 1997, 

Rcferew is also made to a .Tanuary 22,X001 telephone conversation bc~ww~ the FDA’s 
Mr. Wayne Mitch41 and the undersigned regarding a submission tlw Astra%ellcca made to the 
FDA’S Division of Anti-Inl‘ecrive Drug Products on Janus~y 22, 1999, In that submission, 
Astrtieneca Plwmaccutjcals ‘I ,P indicated th;lt our dTuy product, MFXRI<M*” I.V. (meropenern 
for injection), NIX No, 50-706, .sl~ouJd he cJassified as an %nti-infective” and not M antibiolic 
as defined previously by Section SO7 [3.57](a) of~hc Federal Food, Drq, and Cosmetic Act. 
Mr. Mitchell indicated that FDA is in the process of finalizing the proposed rule, and he 
requested that AslraZeneca submj t n copy of our January 22, 1999 document LO the 
above-refcrenccd Docket for consideration as soon as possible. 

Accordingly, atrached is a copy of our Jamary 22, 1999 submission to the FDA’s Division 01 
Anti-&ctive Drug Products rcgfirding the classification of MERRGM’“’ J.V. As noted in the 
document cover Ictter, microorganisms do not produce the structural comprwnt of the active 
ingredient oCMERREM@ I.V. rhat imparts the capaciry to inhibit or destroy microorganisms. 
The synthesis of meropencm. and all intermediates iu the synthetic pathway, cannot be 
manufaciured by fcrmentntion nnd is described in the MERRRM’ I.V., NJJA No. 50-706 and in 
Sumilomo’s DMF # 10322. 1’1~ January 22, 1999 submission also provided a review article by 
S. Co~lton and E. Hum {Progress in Mcdiuinal Chcmistxy 1996; 33:9L)- 145) [l-w discusses i.he 
chemistly and biology ofcarbapcnenls. In this article, meropenem is clwactcri;ted as a totally 
synthetic non-nntt~r;4 carbapcncm, provjding further cvidmce that MI’:lWT’M”O” I.V. does not 
meet the strict deflnilion of an antibiotic. 
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